REMARKS 

The claims are 1 to 4 and 6 to 1 1 . 

Claims 1,3,4 and 6 to 1 1 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Japanese Patent Application Publication 06-040801 (hereinafter the Wada '801 publication) 
in view of Japanese Patent Application Publication 05-038284 (hereinafter Takama '284 
publication). 

As pointed out by the rejection, although the Wada '801 publication teaches utilizing starch 
present at a concentration from 0 g/L to 80 g/L within said organ transplant preservation perfusion 
solution, the Wada '801 publication does not explicitly teach utilizing an inulin fructan 
oligosaccharide within said organ transplant preservation perfusion solution, as instantly claimed, 
this deficiency is said to be overcome by Takama '284. 

This rejection is respectfully traversed. 

1 . Please note that trehalose is a polymer of glucoses obtained by binding glucose and 
glucose, likewise starch. 1-kestose (GF2) and nystose (GF3) are also polymers of glucose sugars 
and fructose sugars, as the Examiner points out. It is well known to one skilled in the art that there 
are many different types of polymers of sugars since there are many different types of monomer 
sugars such as glucose, fructose, mannose, glucose, and so on and various styles of binding modes 
between sugar and sugar in the polymer. 

As can be seen from Table 1 of the present specification, compositions comprising 
trehalose (Comparative Examples 8 to 1 1) are actually inferior to that comprising 1-kestose or 
nystose in respect of the preservation of organs. Thus, one skilled in the art could not easily select 
the claimed polymer of sugars from among the many different types of polymers, in view of the 
advantageous effect concerning the preservation of organs. 

2. On page 4, last paragraph of the Office Action, the rejection states that it would have 
been prima facie obvious to one of ordinary skill in the art to substitute a 1-kestose inulin fructan 
oligosaccharides for the starch ingredient present within the organ transplant preservation 
perfusion solution of the Wada publication. Applicants respectfully disagree. 

Please note that while the solution of the Wada publication comprises a starch ingredient 
(i.e., hydroxyethyl starch), the solution must comprise trehalose as an essential ingredient. The 
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purpose of the invention of the Wada publication is to solve the problem with the conventional 
organ transplant preservation solution comprising raffinose by replacement of raffinose with 
trehalose. On the other hand, please note that while starch has been used as a colloid 
osmo-regulator in the Wada publication, starch can be also included as ingredient (h) in the 
composition of the present invention. 

Therefore, even if starch within the solution of the Wada publication could be replaced 
with 1-ketose inulin fructan oligosaccharides, the composition of the present invention could not 
be obtained since the cited references do not teach or suggest exclusion of trehalose from the organ 
transplant preservation solution. 

In the paragraph bridging pages 8 and 9 of the Office Action, the rejection maintains the 
position in the previous final Office Action mailed August 30, 2006. In this connection, the 
rejection states on page 5 of the Office Action that one of ordinary skill in the art at the time the 
instant application was filed would have had a reasonable expectation of success in combining the 
teachings of the Wada publication and the Takama publication, since organs are simply an 
aggregation of a plurality of live cells having a specialized function. 

In reply, it is difficult to combine the teachings in view of the specific technical problems 
with organ preservation. 

In this regard, submitted herewith is an article entitled "Advances in organ preservation" by 
M. Mito and M. Kusano (SYOUKAKI GEKA (i.e., Digestive Surgery), 7(13), pp.1949-1956, 
1984). The article relates to the reports on the latest research developments in organ preservation 
techniques and the problems to be solved at that time. 

On page 1949, left column, lines 15 to 19 of this article, it is disclosed as follows: 

"In other words, although organ preservation finally targets on the preservation of an 
organ for a long period or further for semi-permanent period, even kidney, which is 
considered comparatively resistant to ischemia, can be preserved only for about a week, 
to say nothing of liver, which can be preserved only for about 48 hours at most l) 2) , and 
thus liver preservation for a long period is in fact an empty dream of the day. " 

On page 1950, left column, lines 30 to 35 of this article, it is disclosed as follows: 

"Also in the liver preservation by perfusion, the organ is in good preservation at the 
initial stage of perfusion, but edemata become observed microscopically around the 
central veins of liver and around the blood vessels of Glisson capsule at the passage of 
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time for preservation. As a result, insufficient perfusion is caused in liver \ and the weight 
of the liver is also increased along with edemata in the whole liver. This is the main 
cause of that the liver preservation by perfusion is successful only in a short period. " 

On page 1950, right column, lines 18 to 26 of this article, it is disclosed as follows: 

(( Most of these preservations by perfusion are provided on the basis of test results in 
kidney. Belzer et al. l5) applied the perfusion condition at a low flow rate with 
cryoprecipitate using hypothermia to liver preservation, but the liver could be preserved 
only for 10 hours. It is perceived as the cause that liver and kidney are different in 
sensitivity to anoxia and uneven perfusion is observed after a long period and thus liver 
is susceptible to local ischemia as compared with kidney. The main cause is suspected to 
be the destruction of sinusoidal endothelial cells as already indicated by Grana 20) . " 

Thus, it is disclosed that the conventional method for organ preservation may functionally 

and histogenetically impair organs . Accordingly, it is apparent that the preservation of live cells 

could not cause such impairment since the impairment relates to the function and structure of 

organs themselves. 

On page 1954, left column, lines 15 to 21 of this article, it is disclosed as follows: 

"It is common knowledge for the normal function of liver in vivo that the liver must be 
provided with not only hepatocytes but also the structure and function of 
microcirculation in order to maintain their function. The same may be said also in whole 
liver freezing or preservation by perfusion, but the difficulty of liver preservation may 
consist substantially in the destruction of the microcirculation of liver during various 
preservation stages rather than the impairment of hepatocytes themselves. " 

Thus, it is disclosed that the difficulty of organ preservation may consist substantially in the 
destruction of the microcirculation of the organ during various preservation stages rather than the 
impairment of live cells themselves . In other words, in order to successfully preserve organs, we 
must avoid not only the impairment of live cells themselves, but also the destruction of the 
microcirculation of organs . 

Although the rejection contends that organs can be successfully preserved based on the 
findings on preservation of live cells, it is apparent that it does not consider the problem with the 
destruction of the microcirculation of organs at all. 

One skilled in the art could easily realize that organs could not be treated in the same 
manner as cells themselves. Therefore, the rejection is untenable. 
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Favorable action on the merits is now requested. 



Respectfully submitted, 
Yoshihiko MASAKI et al. 



By:. 



Matthew M. Jacob 
Registration No. 25,154 
Attorney for Applicants 



MJ/aas 

Washington, D.C. 20006-1021 
Telephone (202) 721-8200 
Facsimile (202) 721-8250 
October 31, 2007 
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